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DETAILED ACTION 

1. Applicant's Preliminary Amendment, received 18 September 2006, is acknowledged. 
Claims 3, 5, 6, 7, 8, 9, 11, 12, 13, 15, 17, 20 and 23 have been amended. Claim 14 has been 
cancelled. 

2. Claims 1-13 and 15-23 are pending and under consideration. 

Specification 

3. The disclosure is objected to because of the following informalities: 
Page 2, line 16, "highly specificity" should be "high specificity". 

Page 3, line 33, contains an embedded hyperlink and/or other form of browser- 
executable code. Applicant is required to delete the embedded hyperlink and/or other 
form of browser-executable code. See MPEP § 608.01. 
Page 13, line 9, what is meant by "is typically has"? 
Page 14, lines 2 and 9, "venepuncture" should be "venipuncture". 
Page 15, lines 20, 23 and 24, contain an embedded hyperlink and/or other form of 
browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. 
Page 16, line 13, reference "Cockle et al" is incomplete. 
Page 18, line 20, reference "Cockle et al, 2002" is incomplete. 
Page 22, line 16, reference "(18)" is incomplete; line 18, contains an embedded 
hyperlink and/or other form of browser-executable code. Applicant is required to delete 
the embedded hyperlink and/or other form of browser-executable code. See MPEP § 
608.01. 
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Page 23, line 3, "assay.)" should be "assay)."; line 4, contains a beginning parenthesis, 
i.e., "(With", without a closing parenthesis. 
Page 25, line 4, what is "ags/peps"? 
Appropriate correction is required. 

Sequences 

4. M.P.E.P.§2422.03, paragraph 9 recites: 

37 CFR 1.821(d) requires the use of the assigned sequence identifier in 
all instances where the description or claims of a patent application discuss 
sequences regardless of whether a given sequence is also embedded in the text 
of the description or claims of an application. This requirement is also intended 
to permit references, in both the description and claims, to sequences set forth 
in the "Sequence Listing" by the use of assigned sequence identifiers without 
repeating the sequence in the text of the description or claims. Sequence 
identifiers can also be used to discuss and/or claim parts or fragments of a 
properly presented sequence. For example, language such as "residues 14 to 243 
of SEQ ID NO: 23" is permissible and the fragment need not be separately 
presented in the"Sequence Listing." Where a sequence is embedded in the text 
of an application, it must be presented in a manner that complies with the 
requirements of the sequence rules. 

Page 17, lines 8, 9, 10, 11, 12, 23, 29 and 32 contain sequences without the 
required SEQ ID NO. 

Page 22, lines 5, 6, 7, 8, 11, 12, 13, and 14 contain sequences without the 
required SEQ ID NO. 

Page 29, lines 2, 3, 5, and 6 contain sequences without the required SEQ ID NO. 

Drawings 

5. Figure 1A is objected to because all of the bars appear to be solid and therefore do not 
distinguish between TB and unexposed patients. 
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6. Figure 3 is objected to because the figure does not comply with M.P.E.P. §2422.02, third 
paragraph, which recites that "the sequence identifier ("SEQ ID NO:X") must be used, either in 
the drawing or in the Brief Description of the Drawings." Appropriate correction is required. 

7. Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate 
figure must be removed from the replacement sheet, and where necessary, the remaining 
figures must be renumbered and appropriate changes made to the brief description of the 
several views of the drawings for consistency. Additional replacement sheets may be necessary 
to show the renumbering of the remaining figures. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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8. Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

The claim recites that one or more peptides are "represented by" SEQ ID NO's 2 
to 18. The specification does not define the metes and bounds of "represented by". 

9. Claims 21 and 23 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The claims are drawn to a method of ascertaining the stage of an M. tuberculosis 
infection in a human by determining whether there is a differential T cell response to different 
antigens in the human. 

The instant specification only utilizes antigens from M. tuberculosis tor such 
determinations. The specification does not show that any/all antigens from any/all other 
sources, e.g., cancer, fungal infections, or viral infections, can fulfill the scope of the claims. 
Thus, the claims contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

10. Claims 1-13 and 15-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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The claims are drawn to methods or kits for diagnosing M. tuberculosis infection or 
exposure utilizing peptides "having or comprising" sequences SEQ ID NO:l to SEQ ID NO:18 
and determining whether any T-cells recognize said peptides. 

The use of the open language terms, i.e., having or comprising, permits any number of 
amino acids on either end of the know SEQ ID NO sequences. These unknown regions have no 
restriction as being M. tuberculosis recognizable sequences. 

Therefore, it unclear how one differentiates between T-cells which are recognizing the 
known sequences from T-cells which are recognizing the unknown regions which may have no 
relationship with infection or exposure to M. tuberculosis. 

11. Claims 1-13 and 15-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims are drawn to sequences "shown in" a specific SEQ ID NO. It is unclear what 
are the metes and bounds of "shown in". Does it mean only the whole SEQ ID NO or a 
subsequence of the SEQ ID NO? If it is the whole SEQ ID NO., then it is recommended that the 
language be, e.g., "the sequence SEQ ID NO:l". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

12. Claims 1, 8-13, 15 and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Agger et al (WO01/79274, 25 October 2001). 
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Claim 15 is drawn to a composition requiring only one listed moiety, i.e., a peptide as 
defined in claim 1. At least one embodiment of claim 1 is a peptide having sequence SEQ ID 
NO:l. 

Agger et al teach a sequence SEQ ID NO: 22 (Rv3879c) which is identical to instant SEQ 
ID NO:l (pages 22-23 of Sequence listing) and compositions comprising said sequence (claims 
9-11). 

Claim 16 is drawn to a composition according to claim 15 wherein said one or more 
further T-cell antigens are selected from ESAT-6, CFPlo, Rv3873, Rv3878 or Rvl989c. 

Agger et al teach a sequence SEQ ID NO:22 which is identical to instant SEQ ID NO:l 
(pages 22-23 of Sequence listing) and compositions comprising said sequence (claims 9-11) 
with one other sequence, Rv3878 (claims 9-11). 

Claim 1 is a method of diagnosing M. tuberculosis in a human by contacting T-cells from 
said human with one or more peptides of which SEQ ID NO:l is one of the peptides. 

Agger et al teach skin testing (T-cell mediated DTH), T-cell proliferation assays, and 
cytokine (IFN-y) release assays utilizing peptides for diagnosing M. tuberculosis infection 
(Example 2) and teach that Rv3879c may be utilized in said assays (pages 7-9). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

13. Claims 17-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Aggers et 

al ((WO01/79274, 25 October 2001). 
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One embodiment of claim 17 is a kit comprising a peptide SEQ ID NO:l. The recitation 
of "optionally a means for detecting recognition of a peptide by T-cells" places no further 
restriction on this embodiment because such a means is not required. Thus, the only 
requirement for this embodiment is a kit comprising peptide SEQ ID NO:l. 

Claims 18-20 likewise do not require said means. 

Agger et al teach a sequence SEQ ID NO:22 (Rv3879c) which is identical to instant SEQ 
ID NO:l (pages 22-23 of Sequence listing) and compositions comprising said sequence (claims 
9-11). However, Agger et al do not teach "kits" comprising said peptide. 

Agger et al teach skin testing (T-cell mediated DTH), T-cell proliferation assays, and 
cytokine (IFN-y) release assays utilizing peptides and antibodies for diagnosing M. tuberculosis 
infection (Example 2) and teach that Rv3879c (SEQ ID NO:22) may be utilized in said assays 
(pages 7-9). 

Therefore, it would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to place all of the reagents of the methods taught by Agger et al 
into a convenient kit to facilitate the assays. 

Conclusion 

14. No claims are allowed. 

15. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
272-0865. The examiner can normally be reached on Monday through Wednesday from 9:00 
AM to 7:30 PM EST. Thursday is the examiner's work at home day. 

If attempts to reach the Examiner by telephone are unsuccessful, please contact the 
Examiner's Supervisor, Larry Helms, at (571)272-0832. 
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The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Rodney P. Swartz, Ph.D./ 
Primary Examiner, Art Unit 1645 
August 25, 2010 



